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These materials have been prepared solely for educational and
informational purposes to contribute to the understanding of U.S. and
European intellectual property law. These materials reflect only the personal
views of the authors and are not individualized legal advice. It is understood
that each case is fact specific, and that the appropriate solution in any case
will vary. Therefore, these materials may or may not be relevant to any
particular situation. Thus, the authors and Finnegan, Henderson, Farabow,
Garrett & Dunner, LLP (including Finnegan Europe LLP, and Fei Han
Foreign Legal Affairs Law Firm) cannot be bound either philosophically or as
representatives of their various present and future clients to the comments
expressed in these materials. The presentation of these materials does not
establish any form of attorney-client relationship with these authors. While
every attempt was made to ensure that these materials are accurate, errors
or omissions may be contained therein, for which any liability is disclaimed.

Outline
I.
II.
III.
IV.

Understanding 35 U.S.C. §112(b) (“indefiniteness”)
Post-Nautilus caselaw
Post-Packard/McAward caselaw
Best practices for preparing strong patent claims that will hold up in
litigation and before PTAB under any of the definiteness standards

Questions:
• How can practitioners navigate the difference between the USPTO's standard
and the court's standard for indefiniteness?
• What possibilities does functional claiming provide?
• What steps can counsel take to increase the likelihood that patent claims will
survive in litigation and under PTAB review?
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Understanding 35 U.S.C. §112(b)
(a) IN GENERAL.—The specification shall contain a written description
of the invention and of the manner and process of making and using
it, in such full, clear, concise and exact terms as to enable any person
skilled in the art to which it pertains, or with which it is most nearly
connected, to make and use the same, and shall set forth the best
mode contemplated by the inventor or joint inventor of carrying out
the invention.
(b) CONCLUSION.—The specification shall conclude with one or more
claims particularly pointing out and distinctly claiming the subject
matter which the inventor or a joint inventor regards as the
invention.
Definiteness of claim scope: one skilled
in the art must be able to determine
with a reasonable degree of certainty
the meets and bounds of the claim.
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Subject matter claimed must be
what the inventor(s) believe(s) is
the invention

Satisfying §112(b) Definiteness Requirement
• Distinguish between §112 (a) and (b):
 USPTO rejections can confuse first and second paragraphs of §112
― Breadth ≠ indefiniteness  broad claim with clear scope satisfies para.
(b)
 In re Miller, 441 F.2d 690 (CCPA 1971); MPEP § 2173.04

― Often see rejections as “vague and indefinite” based on requirement for
“particularly pointing out and distinctly claiming.”

• Definiteness  clear claim scope, boundaries of claimed subject
matter
CLAIMED
SUBJECT
MATTER
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CLAIM

Assessing Compliance With §112(b): Courts
• Nautilus, Inc. v. Biosig Instruments, Inc., 572 U.S. 898 (2014):
 “definiteness is to be evaluated from the perspective of someone
skilled in the relevant art. See, e.g., General Elec. Co. v. Wabash
Appliance Corp., 304 U. S. 364, 371 (1938).”
 “in assessing definiteness, claims are to be read in light of the patent’s
specification and prosecution history. See, e.g., United States v. Adams,
383 U. S. 39, 48–49…(1966) (specification); Festo Corp. v. Shoketsu
Kinzoku Kogyo Kabushiki Co., 535 U. S. 722, 741…(2002).”
 “‘[d]efiniteness is measured from the viewpoint of a person skilled in
[the] art at the time the patent was filed.’…See generally Sarnoff &
Manzo,…Patent Claim Construction in the Federal Circuit 9 2014)[.]”
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Indefiniteness
• Nautilus, Inc. v. Biosig Instruments, Inc. (con’t)
 Vacate and remand.
― 35 U. S. C. §112, ¶2: —The specification shall conclude with one or more
claims particularly pointing out and distinctly claiming the subject matter
which the inventor or a joint inventor regards as the invention.
― Federal Circuit (715 F.3d 891): §112, ¶2 met if claim is “amenable to
construction,” and the claim, as construed, is not “insolubly ambiguous.”
― Supreme Court:
 this “does not satisfy the statute’s definiteness requirement.”
 standard: “a patent is invalid for indefiniteness if its claims, read in light of the
specification delineating the patent, and the prosecution history, fail to inform,
with reasonable certainty, those skilled in the art about the scope of the invention.”
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“Delicate Balance”
“On the one hand,
the definiteness
requirement must
take into account
the inherent
limitations of
language. …Some
modicum of
uncertainty, the
Court has
recognized, is the
“’price of ensuring
the appropriate
incentives for
innovation.’”
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“At the same time, a
patent must be
precise enough to
afford clear notice
of what is claimed,
thereby ‘appris[ing]
the public of what is
still open to them.’”

Indefiniteness (con’t)
• Nautilus (con’t)
 Supreme Court:
― “To determine the proper office of the definiteness command,
therefore, we must reconcile concerns that tug in opposite
directions. Cognizant of the competing concerns, we read §112,
¶2 to require that a patent’s claims, viewed in light of the
specification and prosecution history, inform those skilled in the
art about the scope of the invention with reasonable certainty. The
definiteness requirement, so understood, mandates clarity, while
recognizing that absolute precision is unattainable. The standard
we adopt accords with opinions of this Court stating that ‘the
certainty which the law requires in patents is not greater than is
reasonable, having regard to their subject-matter.’”
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“Insolubly Ambiguous”
“Breeds Confusion”
• Nautilus (con’t)
 Supreme Court:
― Federal Circuit’s standard of “amenable to construction” or “insolubly
ambiguous” “can leave courts and the patent bar at sea without a reliable
compass” and “breed lower court confusion, for they lack the precision
§112, ¶2 demands. It cannot be sufficient that a court can ascribe some
meaning to a patent’s claims; the definiteness inquiry trains on the
understanding of a skilled artisan at the time of the patent application,
not that of a court viewing matters post hoc. To tolerate imprecision just
short of that rendering a claim ‘insolubly ambiguous’ would diminish the
definiteness requirement’s public-notice function and foster the
innovation-discouraging ‘zone of uncertainty,’ …against which this Court
has warned.”
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On Remand
• Biosig Instruments, Inc. v. Nautilus, Inc., 783 F.3d 1374
(Fed. Cir. 2015), cert. denied (Nov. 30, 2015)
 On remand from Supreme Court, Federal Circuit maintained
reversal of the district court's determination that Biosig's
patent claims are indefinite.
 Based on the intrinsic evidence, “a skilled artisan would
understand with reasonable certainty the scope of the
invention.”
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Proper Perspective For Assessing Compliance - §112(b)
• W.L. Gore & Assocs., Inc. v. Garlock, Inc., 721 F.2d 1540, 1555 (Fed. Cir.
1983)
 “stretch rate”

― no formula in specification for calculating stretch rate
― was uncontradicted evidence in the record that, at the time the application was filed,
"stretch rate" meant to those skilled in the art the percent of stretch divided by the
time of stretching, and that the latter was measurable, for example, with a stopwatch.
― the post-filing date development of varying formulae, including inventor’s later
addition of a formula in his corresponding Japanese patent, is irrelevant.
 Not indefinite.

• Claim language in prior art can evidence definiteness if one skilled in art
could understand terms in context of invention.
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Satisfying §112(b):
Can Depend on Nature of Subject Matter
• Definiteness requirement does not require greater precision than the
subject matter permits.
 Nautilus, Inc. v. Biosig Instruments, Inc., 572 U.S.898_, 134 S. Ct. 2120 (2014):
“The standard we adopt accords with opinions of this Court stating that ‘the
certainty which the law requires in patents is not greater than is reasonable,
having regard to their subject-matter.’ [citations omitted]”
 See also, Hybritech, Inc. v. Monoclonal Antibodies, Inc., 802 F.2d 1367, 1385 (Fed.
Cir. 1986)(“the claims, read in light of the specification, reasonably apprise
those skilled in the art and are as precise as the subject matter permits. As a
matter of law, no court can demand more.”).

• If precision is challenged during prosecution, consider Rule 132 declaration
of expert explaining the degree of precision available (or lack thereof) in the
relevant art at the relevant time.
• Interview – ask what Examiner wants.
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Recent Recital Of Hybritech Principle
• Guangdong Alison Hi-Tech Co. v. ITC, 936 F.3d 1353 (Fed. Cir. 2019)
 Claim: 1. A composite article to serve as a flexible, durable, light-weight
insulation product, said article comprising a lofty fibrous batting sheet
and a continuous aerogel through said batting.
 Specification: ““lofty batting” is “a fibrous material that shows the
properties of bulk and some resilience (with or without full bulk
recovery).”
 Alison argument: “patent fails to disclose precisely how much resilience is
enough to satisfy the claim.”
 ITC: Term not indefinite.
― Bulk and resilience further explained in spec.
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Recent Recital Of Hybritech Principle
• Guangdong (con’t)
 FC: Affirmed.
― Written description (description, functional characteristics, several examples) “informs
the meaning of ‘lofty…batting’ with reasonable certainty.”
― “[t]he degree of precision necessary for adequate claims is a function of the nature of
the subject matter.”
― “While we agree that ‘lofty . . . batting’ is a term of degree, Alison seeks a level of
‘mathematical precision’ beyond what the law requires.”
― “written description provided sufficient guidance and points of comparison to render
claim terms not indefinite.”
― Rejected “multiple ways to measure” argument: “Because ‘lofty . . . batting’ is expressly
defined by the ’359 patent based on two properties, bulk and resilience, we find it
unremarkable that the specification discloses two methods of measuring loftiness.”
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Post-Nautilus Case Law
• Eli Lilly and Company v. Teva Parenteral Medicines, Inc., 845 F.3d 1357
(Fed. Cir. 2017)


Claim 1. A method of administering pemetrexed disodium to a patient in need thereof comprising
administering an effective amount of folic acid and an effective amount of a methylmalonic acid lowering
agent followed by administering an effective amount of pemetrexed disodium, wherein the methylmalonic
acid lowering agent is selected from the group consisting of vitamin B12, hydroxycobalamin, cyano-10chlorocobalamin, aquocobalamin perchlorate, aquo-10-cobalamin perchlorate, azidocobalamin, cobalamin,
cyanocobalamin, or chlorocobalamin.



Parties agreed that, “depending on the context, ‘vitamin B12’ can be used in the art to refer either to
cyanocobalamin specifically or, more broadly, to a class of compounds including pharmaceutical derivatives
of cyanocobalamin.”



Specification used the term both ways.



Teva: “because ‘vitamin B12’ is used in two different ways in the intrinsic record, ‘it is impossible to
determine’ which meaning applies to the claims ‘with any reasonable certainty,’ as required by Nautilus.”



Lilly: “the claims of the ’209 patent ‘involve administering a vitamin B supplement to a patient,’ and in that
context, ‘the one and only meaning’ of vitamin B to a person of ordinary skill is cyanocobalamin.”
12

12

― Expert testified that a POSITA would understand that “although ‘vitamin B12’ can refer to a class of compounds in
other contexts, it refers specifically to cyanocobalamin when ‘vitamin B12’ is prescribed in the medical field.
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Post-Nautilus Case Law
• Eli Lilly v. Teva (con’t)
 DC: Claims not invalid.
 FC: Affirmed.
― We therefore hold that a person of ordinary skill in the art would
understand the scope of the claim term ‘vitamin B12’ with reasonable
certainty. Applying Nautilus in this case does not lead us to a different
result from the district court’s conclusion on the question of
indefiniteness.”
― No clear error in district court’s reliance on expert testimony about a
POSITA’s understanding, which meant the disputed term had a plain
meaning that could be determined from context.
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Post-Nautilus Case Law
• Eli Lilly v. Teva (con’t)
 FC: Affirmed (con’t)
― Claim language informs POSITA that supplementation form of
vitamin B12 (cyanocobalamin) is being used.
― Markush group listing redundancy not an “inflexible” rule (claim
listed both B12 and cyanocobalamin).
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Post-Nautilus Case Law
• BASF Corp. v. Johnson Matthey Inc., 875 F.3d 1360 (Fed. Cir. 2017)
 Claim 1. A catalyst system for treating an exhaust gas stream containing NOx, the
system comprising:

― at least one monolithic catalyst substrate having an inlet end and an outlet end; an
undercoat washcoat layer coated on one the outlet end of the monolithic substrate and
which covers less than 100% of the total length of the monolithic substrate, and
containing a material composition A effective for catalyzing NH3 oxidation;
― an overcoat washcoat layer coated over a total length of the monolithic substrate from
the inlet end to the outlet end sufficient to overlay the undercoat washcoat layer, and
containing a material composition B effective to catalyze selective catalytic reduction
(SCR) of NOx; and
― wherein material composition A and material composition B are maintained as physically
separate catalytic compositions.

 DC: Claim invalid for indefiniteness.

― Materials not specified; “claims recite a performance property…rather than its actual
composition.”
― No minimum level or way to measure if meet “effective” limitation
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Post-Nautilus Case Law
• BASF Corp. v. Johnson Matthey (con’t)
 BASF: phrases have plain and ordinary meaning as used “in
the art of exhaust systems.”
― Specification describes examples and testing conditions.
― Expert: “effective to catalyze” understood as “capable of
catalyzing.”

 JM: phrases indefinite because is functional language with
no boundaries on amount of effectiveness required or how
to measure effectiveness.

23

Post-Nautilus Case Law
• BASF Corp. v. Johnson Matthey (con’t)
 FC: Reversed and remanded.
― “Under Nautilus, the question presented here is this: would the
‘composition ... effective to catalyze’ language, understood in
light of the rest of the patent and the knowledge of the ordinary
skilled artisan, have given a person of ordinary skill in the art a
reasonably certain understanding of what compositions are
covered?”
― Nautilus does not prohibit identifying product by what it does.

 “we have long held that nothing in the law precludes, for
indefiniteness, ‘defining a particular claim term by its function.’”
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Post-Nautilus Case Law
•

BASF Corp. v. Johnson Matthey (con’t)
 FC: Reversed and remanded (con’t)
― “The district court’s analysis in the present case lacks such support for its conclusion about
what a relevant skilled artisan could determine without more information than the patent
here provides.”
― “What is needed is a context-specific inquiry into whether particular functional language
actually provides the required reasonable certainty.”


“the specification makes clear that it is the arrangement of the SCR and AMOx catalysts, rather than
the selection of particular catalysts, that purportedly renders the inventions claimed in the ’185
patent a patentable advance over the prior art. As a result, the claims and specification let the public
know that any known SCR and AMOx catalysts can be used as long as they play their claimed role in
the claimed architecture.”

― “the relevant skilled artisan would be informed by the specification’s numerous examples of
qualifying compositions A and B, disclosure of the stoichiometric reactions, and equating of
the ‘composition ... effective to catalyze’ phrases with familiar terms such as ‘SCR catalyst’
and ‘AMOx catalyst.’”
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Post-Nautilus Case Law
•

Forest Labs., Inc. v. Teva Pharms. USA, Inc., 2017 WL 6311688 (Fed. Cir. Dec. 11, 2017)
(unpublished)


Claim 1. A solid pharmaceutical composition in a unit dosage form for once daily oral administration comprising an
extended release formulation of 5 to 40 mg memantine or pharmaceutically acceptable salt thereof, wherein
administration of a dose of the composition to a human subject provides a plasma memantine concentration profile, as
measured in a single-dose human PK [pharmacokinetic] study, characterized by a change in memantine concentration
as a function of time (dC/dT) that is less than 50% that of an immediate release dosage form comprising the same dose
of memantine as the composition, wherein the dC/dT is measured between the time period of 0 to Tmax of the
immediate release form of memantine.



Forest: means a “change in plasma memantine concentration of the extended [sustained] release
dosage form as a function of time (dC/dT) that is less than 50% that of an immediate release dosage
form comprising the same dose of memantine as the extended [sustained] release dosage form.”



Teva: Indefinite because requires “comparison of a concentration profile of an immediate-release
formulation and a concentration profile of an extended-release formulation, as measured in human
pharmacokinetic studies. But, …neither the claim language nor the specification adequately describes
how to conduct the studies to obtain those concentration profiles, and differences in study design
lead to variable results in the claim-required comparison.”
― Or alternative construction: “both the immediate-release and extended-release profiles to be
measured in the same human study.”
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Post-Nautilus Case Law
• Forest Labs. v. Teva (con’t)
 DC: Claims invalid for indefiniteness.
― “construed the claim to require that the concentration profile of the extendedrelease formulation and the concentration profile of the immediate release
formulation be measured in human pharmacokinetic studies.”
― “the intrinsic evidence does not disclose a specific human-study design or provide
guidance as to how to design a human study.”
― Extrinsic evidence showed wide variety in profiles generated by human
pharmacokinetic studies.
― Therefore, a POSITA would not know with reasonable certainty “which ‘human
[pharmacokinetic] study’ on which to rely when considering whether a formulation
of memantine might infringe[.]”
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Post-Nautilus Case Law
• Forest Labs. v. Teva (con’t)
 FC: Affirmed.

― “review de novo a district court’s determination of indefiniteness, but we review for clear error
any of the district court’s underlying findings of fact based on extrinsic evidence.”
― “While it is grammatically possible to read that phrase as referring to only the profile of the
extended-release formulation, such a reading is unreasonable in the context of the intrinsic
evidence.”
― Forest argued two figures showed the immediate-release profile in the claims, but “[t]he
descriptions of the figures are no more than what they purport to be: descriptions of the
figures. They do not constitute a definition and are not even directed to the meaning of the
claim terms.”
― “the district court’s indefiniteness ruling is supported by precedents that hold claims indefinite
in particular circumstances where the claims require measured quantities (absolute or relative),
different techniques for such measurements are known in the art and some produce infringing
results and others not, the intrinsic evidence does not adequately specify the technique or
techniques to use, and extrinsic evidence does not show that a relevant skilled artisan would
know what technique or techniques to use.”
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Post-Nautilus Case Law
• Dow Chemical Co. v. Nova Chemicals Corp., 803 F.3d 620 (Fed. Cir.
2015), reh’g denied, 809 F.3d 1223 (Dec. 2015), cert. denied (U.S., May
23, 2016)
• Claim: An ethylene polymer composition comprising: at least
one homogeneously branched linear ethylene/α-olefin
interpolymer having: . . . and (vi) a slope of strain hardening
coefficient greater than or equal to 1.3; and . . .
• FC: “We hold that the intervening change in the law of
indefiniteness resulting from Nautilus provides an exception
to the doctrine of law of the case or issue preclusion. …In
reviewing the supplemental damages award under the
Nautilus standard, we hold that the claims are indefinite and
reverse the award of supplemental damages.”
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Post-Nautilus Case Law
• Dow Chemical Co. (con’t)
• FC: Reversed supplemental damage award.
• Claims indefinite: did not provide one skilled in the art with the scope of
the invention.
• Different methods existed to determine the maximum slope providing different results.
• Patent did not provide any guidance as to which method should be used or even
whether the possible universe of methods is limited to these four methods.
• No guidance in prosecution or testimony that a POSITA would choose one method over
the others.

• “Before Nautilus, a claim was not indefinite if someone skilled in the art could
arrive at a method and practice that method. …Under Nautilus this is no
longer sufficient. …Here the required guidance is not provided by the claims,
specification, and prosecution history.…Therefore, the claims were indefinite
under Nautilus.”
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Post-Nautilus Case Law
• Akzo Nobel Coatings, Inc. v. Dow Chemical Co., 811 F.3d 1334 (Fed. Cir. 2016)
 Claim 1. A process for producing a dispersion of a polymer in an aqueous
medium… to have an aqueous dispersion with a viscosity below 10 Pa.s.
― Dow argued that failure to require temperature for viscosity test rendered claim
indefinite.

 Claim 2. ‘‘[a] process according to claim 1 which is carried out at a temperature of
from about 5 to 150º C above the melting point of the polymer.’’
― Dow argued that failure to specify which steps in the claimed process occur at those
elevated temperatures rendered claim indefinite.
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Post-Nautilus Case Law
• Akzo Nobel Coatings, Inc. v. Dow Chemical Co. (con’t)
 DC: claims not indefinite.
― ‘‘in context [a POSITA] would know with reasonable certainty that viscosity is to be measured
at room temperature.’’
― “Dow has provided no evidence to show that a [POSITA] would not know with reasonable
certainty the steps to which the limitation in claim 2 applies.’’

 FC: Affirmed.
― No clear error in fact finding and does not conflict with intrinsic record.
 “room temperature is the only temperature mentioned at all in the ‘956 patent in
connection with a viscosity measurement.”
 The specification teaches that the dispersing step occurs before the dispersion is
extruded, and it is during that step that the temperature limitation applies.
 ‘‘Dow has provided no evidence to show that a person of ordinary skill in the art would
not know with reasonable certainty the steps to which the limitation in claim 2 applies.’’
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Post-Nautilus Case Law
• The second half of §112(b): “one or more claims
particularly pointing out and distinctly claiming the
subject matter which the applicant regards as his
invention.”
• MasterMine Software, Inc. v. Microsoft Corp., 874 F.3d
1307 (Fed. Cir. 2017)
 DC: claims indefinite for improperly claiming two different
subject-matter classes (an apparatus and a method of use).
― Not clear if infringe by making apparatus or by using it.

 FC: Reversed.
― Claim simply used functional language in system claim, which
is permissible.
 Functional capacity of the system claimed, not the user’s act.
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Post-Nautilus Case Law
• Not chemical or biotech, but see also:
 Presidio Components, Inc. v. American Technical Ceramics Corp., 875 F.3d
1369, 1377 (Fed. Cir. 2017)
― Claim limitation: “in an edge to edge relationship in such proximity as to form a first
fringe-effect capacitance with the first contact that is capable of being determined by
measurement in terms of a standard unit.
― Patent disclosed insertion loss testing as method of measuring; insertion loss testing
well-known in the art; and expert testimony that a POSITA would know how to measure
fringe-effect capacitance by using insertion loss measurements and be able to determine
the capacitance in terms of the standard unit of Farads.
― Affirmed holding of no indefiniteness because the claimed measurement required “was
within the skill of a skilled artisan based on an established method.”
― “the general approach was sufficiently well established in the art and referenced in the
patent to render the claims not indefinite.”
― Distinguished Teva and Dow where competing existing methods reached different results
and patent failed to describe which method to use.
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Relative Terms
•

One-E-Way, Inc. v. ITC, 859 F.3d 1059 (Fed. Cir. 2017)
 Claim term: “virtually free” (from interference)
 ITC: Indefinite.

― Term not defined in the patents and does not “have an understood meaning in the
relevant art.”
― POSITA “had ‘no guidepost in the intrinsic or extrinsic evidence from which [she] could
discern the scope of the limitation.’”

 FC: Reversed.

― “As long as claim terms satisfy [the Nautilus test: viewed in light of the specification and
prosecution history, inform those skilled in the art about the scope of the invention with
reasonable certainty], relative terms and words of degree do not render patent claims
invalid.”
― “the applicant used the term ‘interference’ in a non-technical manner to simply mean
that the wireless headphone user is able to listen without eavesdropping. This
interpretation is consistent with the specification and prosecution history and provides a
clear line such that it informs those skilled in the art about the scope of the invention
with reasonable certainty. For the purposes of definiteness, the term is not required to
have a technical measure of the amount of interference.”
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Assessing Compliance With §112(b): USPTO
• MPEP § 2173.05(e)
• “A claim is indefinite when it contains words or phrases whose meaning is
unclear.”
• “If the scope of a claim would be reasonably ascertainable by those skilled
in the art, then the claim is not indefinite.”
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MPEP § 2173.02
• “Patented claims enjoy a presumption of validity and are not given
the broadest reasonable interpretation during court proceedings
involving infringement and validity, and can be interpreted based on
a fully developed prosecution record. Accordingly, when possible,
courts construe patented claims in favor of finding a valid
interpretation. A court will not find a patented claim indefinite
unless it is ‘insolubly ambiguous.’”
• “In contrast, no presumption of validity attaches before the
issuance of a patent. … In deciding whether a pending claim
particularly points out and distinctly claims the subject matter, a
lower threshold of ambiguity is applied during prosecution. …
applicant has the ability to provide explanation and/or amend the
claims to ensure that the meaning of the language is clear and
definite prior to issuance.”
37

USPTO Standard
• In re Packard, 751 F.3d 1307 (Fed. Cir. 2014) (per
curiam) (decided before Nautilus)
 Federal Circuit upheld USPTO decision rejecting “preissuance” claims in Packard's patent application as
indefinite applying MPEP standard, “unclear.”
― § 2173.05(e):
 “A claim is indefinite when it contains words or phrases whose
meaning is unclear.”
 “If the scope of a claim would be reasonably ascertainable by those
skilled in the art, then the claim is not indefinite.”
38

USPTO Standard
•

Packard (con’t)
 Packard argued that Board should have applied “insolubly ambiguous” standard to his
claims.

― “not indefinite if a court can give any meaning to the disputed term in the context of the claim”
― “insolubly ambiguous” applies to both pre- and post-issuance claims.

 Federal Circuit:
― Affirmed rejection.

 “indefiniteness under the MPEP standard properly applied by the USPTO”

― de novo review as question of law (claim construction)
― Resolved without addressing the broad issues raised by Packard, including standard
for post-issuance indefiniteness.
― “when the USPTO has initially issued a well-grounded rejection that identifies ways
in which language in a claim is ambiguous, vague, incoherent, opaque, or otherwise
unclear in describing and defining the claimed invention, and thereafter the
applicant fails to provide a satisfactory response, the USPTO can properly reject the
claim as failing to meet the statutory requirements of § 112(b).”
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USPTO Standard
•

Packard (con’t)

 Federal Circuit:
― “indefiniteness rejections by the USPTO arise in a different posture from that of
indefiniteness challenges to an issued patent.”

 examiner’s initial rejection
 applicant has chance to respond to that prima facie case
 if inadequate, examiner confirm rejection on the substantive basis of having failed to
meet the requirements of § 112(b).

― “statutory language of ‘particular[ity]’ and ‘distinct[ness]’ indicates, claims are
required to be cast in clear—as opposed to ambiguous, vague, indefinite— terms. It
is the claims that notify the public of what is within the protections of the patent,
and what is not.”
― “At the same time, this requirement is not a demand for unreasonable precision.
…Rather, how much clarity is required necessarily invokes some standard of
reasonable precision in the use of language in the context of the circumstances.”
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USPTO Standard
•

Packard (con’t)

 Federal Circuit:
― “reasonable implementation of the examination responsibility, as applied to §
112(b), for the USPTO, upon providing the applicant a well-grounded identification
of clarity problems, to demand persuasive responses on pain of rejection. That
approach decides this case, because Mr. Packard did not offer a satisfactory
response to well-grounded indefiniteness rejections in this case.”
― “[Packard] did not focus on the claim language difficulties, nor did he propose
clarifying changes or show why, on close scrutiny, the existing claim language really
was as reasonably precise as the circumstances permitted.”
― “crucial distinction between what Mr. Packard argued and what is required to
address an indefiniteness problem: Mr. Packard’s ‘arguments focus on what is
contained in the disclosure, whereas the indefiniteness to which [§ 112(b)] is
applied is in the language of the claims.’”
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USPTO Standard
•

Packard (con’t)
 Federal Circuit:
― PTO can apply a different standard for indefiniteness than would be applied by the
courts.
― Different standards for issued patents and applications.


MPEP § 2173.02:




“Patented claims enjoy a presumption of validity and are not given the broadest reasonable
interpretation during court proceedings involving infringement and validity, and can be
interpreted based on a fully developed prosecution record. Accordingly, when possible, courts
construe patented claims in favor of finding a valid interpretation. A court will not find a patented
claim indefinite unless it is ‘insolubly ambiguous.’”
“In contrast, no presumption of validity attaches before the issuance of a patent. … In deciding
whether a pending claim particularly points out and distinctly claims the subject matter, a lower
threshold of ambiguity is applied during prosecution. … applicant has the ability to provide
explanation and/or amend the claims to ensure that the meaning of the language is clear and
definite prior to issuance.”

― Did not need to wait for the Nautilus Supreme Court decision because that relates to
definiteness of an issued patent claim.
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USPTO Standard For Indefiniteness
•

Ex parte McAward, Appeal 2015-006416 (P.T.A.B. Aug. 25, 2017), precedential

 Claim 1. A water detector comprising:
―
―
―
―

a housing;
flow connectors…;
an electically actuatable valve…; and
control circuits…wherein the water detector is configured to be reliably installed
by an untrained installer or a homeowner and to not require the services of a
plumber or electrician to perform installation, thereby permitting widespread
and cost effective adoption.

 Examiner rejected as indefinite.

― No “structure provided to the apparatus or system that would allow it to be
‘configured’ to function as described in the claims.”

 PTAB: Affirmed.
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USPTO Standard For Indefiniteness
• McAward (con’t)
 Appellants: limitation “would be understood to mean capable of being
installed without special knowledge or tools” and “[g]arden hose connectors
or electrical plugs for home wall outlets would be understood as examples of
such configuration.”
 PTAB:
― Indefiniteness analysis: construe claims according to BRI, then establish prima facie
case of indefiniteness explaining how the “metes and bounds” of a claim are not
clear.
― Footnote 3: The Board's precedential decision in Miyazaki [89 USPQ2d 1207 (BPAI
2008)(precedential)], which remains Board precedent, provides an example in
which the Board affirmed an indefiniteness rejection of a claim containing words or
phrases whose meanings were unclear, i.e., the approach approved in Packard. The
instant decision reaffirms, after the Supreme Court's decision in Nautilus, Inc. v.
Biosig Instruments, Inc., 572 U.S._, 134 S. Ct. 2120 (2014), the USPTO's longstanding approach to indefiniteness and the reasons for this approach.
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Courts And PTAB Have Different Approaches To §112
Because Of Different Roles In Patent System
•

McAward (con’t)
 PTAB:
― BRI “ensures that claims, once fixed and issued, are as ‘precise, clear, correct, and
unambiguous’ as possible.”
― “The Office's application of the broadest reasonable interpretation for pending claims
and its employment of an interactive process for resolving ambiguities during
prosecution naturally results in an approach to resolving questions of compliance with
§112 that fundamentally differs from a court's approach to indefiniteness. To that end,
the Office's approach effectively results in a lower threshold for ambiguity than a court's.
…. The different approaches to indefiniteness before the Office and the courts stem not
from divergent interpretations of §112, but from the distinct roles that the Office and the
courts play in the patent system. The lower threshold makes good sense during patent
examination because the patent record is in development and not fixed, the Office
construes claims broadly during that period, and an applicant may freely amend claims.
See, e.g., Packard, 751 F.3d at 1325 …. By contrast, once a patent has been issued and is
under review by a court, simple amendments are impossible, the full prosecution record
is available, and courts endeavor to adopt saving constructions.”
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Nautilus Did Not Mandate Change In PTO
Approach Outlined In Packard
• McAward (con’t)
 PTAB:

― “We recognize that after the Packard decision, the Supreme Court in
Nautilus, Inc. v. Biosig Instruments, Inc., 572 U.S._, 134 S. Ct. 2120, 2129
(2014), explained that the ‘definiteness command’ of § 112, ¶12
‘require[s] that a patent's claims, viewed in light of the specification and
prosecution history, inform those skilled in the art about the scope of the
invention with reasonable certainty.’ The Court stated that ‘[ t ]he
definiteness requirement, so understood, mandates clarity, while
recognizing that absolute precision is unattainable.’ Id. We do not
understand Nautilus, however, to mandate a change in the Office's
approach to indefiniteness in patent-examination matters in which, as
discussed above, the claims are interpreted under the broadest
reasonable interpretation standard and an opportunity to amend the
claims is afforded. See Packard, 751 F.3d at 1323-24[.]”
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Claim Language In This Case “Unclear”
•

McAward (con’t)


PTAB: “the claimed ‘configured’ limitation, under the broadest reasonable interpretation when read
in light of the Specification, is vague and unclear, and a person having ordinary skill in the art would
not be able to discern the metes and bounds of the claimed invention in light of this claim language.”
― The claim “language fails to provide adequate clarity to the required structure because the skill level of ‘an
untrained installer or a homeowner’ is ambiguous and vague, and thus, the meaning of a structure configured
to be ‘reliably installed’ by such an installer is unclear.”
― “[T]he Specification contains no description of, for example, the knowledge or tools required for installation of
the claimed water detector, nor does the Specification define the skill level of an ‘untrained installer’ or a
‘homeowner.’”
― Also, “the claim language of the ‘configured’ limitation, when read in light of the Specification, fails to further
clearly define the structure encompassed by the limitation.”
― Preferred embodiment describing connector elements as “standard hose connectors used with flexible hose[]s”
and providing an example of such a connector, but “neither the language of claim 1 nor anything in Appellants'
Specification delineates how a person of ordinary skill would determine whether a water detector that includes
each of the structural limitations of claim 1 further satisfies the ‘configured’ limitation.”
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But Note Footnote 4!
• McAward (con’t)
 PTAB:
― Footnote 4: “We do not address, in this decision, the approach to
indefiniteness that the Office follows in post-grant trial proceedings under
the America Invents Act.”

48

Indefiniteness At PTAB
PGR Petitions Filed by Technology
42%

Medical
Device
9
4%

Pharm/Bio nearly ¼ total filings

40%
71/178
38%
21/55

37%

32%
All other PGR Petitions Raising 112(b)

Bio and Pharma PGR Petitions Raising 112(b)

Source: Finnegan research, as of June 17, 2020.
49

Pharma
28
12%

Chemical
16
7%

Biotech
27
11%

Mechanical
56
24%

Computer/
Software
60
26%

Electrical
19
8%

Design
18
8%

Indefiniteness At PTAB
• B.R.A.H.M.S. GmbH v. Becton, Dickinson and Co., PGR2016-00018, Paper 8
(P.T.A.B. Nov. 2, 2016)


Claim 1. A method for the advanced detection of sepsis in a SIRS-positive subject, comprising the
steps of:
― a) measuring at a plurality of time points, prior to laboratory confirmation of a clinically significant
infection causative of sepsis, an amount of procalcitonin in fluid or tissue of the subject; and
― (b) measuring at a plurality of time points, prior to laboratory confirmation of a clinically significant
infection causative of sepsis, one or more clinical markers of the subject, to detect sepsis in the
subject;



wherein an increase in the amount of procalcitonin from a previous amount over a 24 hour interval
detects sepsis in the subject.

 Petitioner: claims indefinite – “no clear recitation of how clinical markers are used to
detect sepsis.”
 Patent Owner: clinical markers not required because claim recites only an increase in
the amount PCT detects sepsis.
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Indefiniteness At PTAB
• PGR2016-00018 (con’t)
 PTAB: Instituted IPR (on this and other grounds); Petitioner established more likely than
not that claim 1 is indefinite
― “We are persuaded by Petitioner’s argument and evidence that claim 1 is drafted in such a
way as to be internally inconsistent and indefinite, because it is unclear how the recited
measurement of ‘one or more clinical markers’ is used ‘to detect sepsis in the subject.’”
― Step 1(b) “to detect sepsis in the subject” is based on the measurement of “one or more
clinical markers.”
― “Wherein” clause “to detect sepsis in the subject” is based on the measured increase in PCT
levels over a 24-hour interval[.]”
― “If we were to read claim 1 as a method that requires only increased PCT levels over a 24hour interval to detect sepsis in the subject, then we would be reading out measuring step
1(b)[.]”
Case settled Mar. 17, 2017
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Indefiniteness At PTAB
• §112(b) may be ground for attack in PGR (35 U.S.C. §321(b)),
but also may arise in IPRs in context of:
 claim construction/indefiniteness

― Medshape, InC. v. Cayenne Medical, Inc., IPR2015-00848,
Paper 9 (P.T.A.B. Sept. 14, 2015)

 PTAB denied the IPR on some of the asserted claims that it held
were indefinite because of phrase, ““said second member being of a
substantially different construction than said first member.”
 “In the absence of any sufficient demonstration that claim 6
indicates the scope of the claimed invention, we do not
attempt to apply claim 6 to the asserted prior art.”
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What If Claim Cannot Be Construed by
PTAB Because Indefinite?
•

There was debate over whether PTAB had authority in that case to cancel the
claims as unpatentable, even though 112(b) cannot be a ground asserted in
an IPR.

•

Before Samsung case in Feb. 2020:

Stage of Proceeding

Does Indefiniteness Prevent
Comparison to Prior Art?

Board’s Various Approaches to Addressing Indefinite Claims

Institution

Yes

• Partial denial of institution (pre-SAS)
• Full institution, including indefinite claims (post-SAS)

Trial

Yes

• Determine that claims are indefinite and terminate proceedings prior to
final written decision.
• Determine that claims are indefinite but provide no subsequent decision on
patentability.
• Determine that claims are indefinite and conclude Petitioner failed to meet
its burden of showing unpatentability

Trial

No

• Determine that claims are indefinite and compare challenged claims to
prior art.

From: Tucker, et al, “Indefiniteness in Inter Partes Review: The Existing Quagmire and a Path Forward,” Chicago-Kent Journal of Intellectual Property, June 2019;
https://www.finnegan.com/en/insights/articles/indefiniteness-in-inter-partes-review-the-existing-quagmire-and-a-path-forward.html.
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Prior Art Based Invalidity Analysis May
Be Possible For Indefinite Claim
• Samsung Elecs. Am., Inc. v. Prisua Eng'g Corp., 948 F.3d
1342 (Fed. Cir. 2020)
 Samsung petitioned for IPR of claims 1-4, 8 and 11.

 PTAB initially declined to review claims 1-4 and 8 on any ground
because could not determine scope of claims.
 Post-SAS, instituted on all claims.
 PTAB: FWD certain claims unpatentable but did not analyze claims
1-4 or 8 because were indefinite.
 On appeal, Samsung argued that PTAB should have canceled claims
1-4 and 8 for indefiniteness.
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Prior Art Based Invalidity Analysis May
Be Possible For Indefinite Claim
•

Samsung (con’t)
 FC:
― “We reject Samsung's contention that the IPR statute authorizes the Board to cancel challenged claims for
indefiniteness.”
― “the proper course for the Board to follow, if it cannot ascertain the scope of a claim with reasonable certainty
for purposes of assessing patentability, is to decline to institute the IPR or, if the indefiniteness issue affects only
certain claims, to conclude that it could not reach a decision on the merits with respect to whether petitioner had
established the unpatentability of those claims under sections 102 or 103. It would not be proper for the Board to
cancel claims on a ground that is unavailable in an IPR.”
― “In essence, Samsung's argument is that there is no limit to the Board's authority to make unpatentability
determinations at the conclusion of an IPR proceeding. That position is at odds with both the statutory language
and the case law, and we reject it.”
― “Even though the validity of the challenged claims may be subject to question for IPXL-type indefiniteness, that is
simply another ground on which the claims might be challenged in an appropriate forum (other than the Board).
… It does not necessarily preclude the Board from addressing the patentability of the claims on section 102 and
103 grounds. In the remand proceedings, the Board should determine whether claim 1 and its dependent claims
are unpatentable as anticipated or obvious based on the instituted grounds.”
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Prior Art Based Invalidity Analysis May
Be Possible For Indefinite Claim
• Cochlear Bone Anchored Sols. AB v. Oticon Med. AB, 958 F.3d 1348
(Fed. Cir. 2020)
 Appeal of IPR2017-01018 and IPR2017-01019.
 PTAB: claims 4-6 and 11-12 unpatentable but claims 7-10 survived.

― Initially did not institute on claims 7-10 because MPF claims with no identified
corresponding structure in the specification but after SAS, ordered
supplemental briefing on claim construction and instituted.
― But in FWD, held “means-plus-function limitations of [claims 7-10] have no
corresponding structure disclosed in the specification,” so could not
“ascertain the differences between the claimed invention and the asserted
prior art” for those claims.

 Claim 10. The hearing aid apparatus according to claim 6, further
comprising: directivity means comprising at least one directivity
dependent microphone and/or signal processing means in the electronic
circuitry.
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Prior Art Based Invalidity Analysis May
Be Possible For Indefinite Claim
• Cochlear (con’t)

 FC: Affirmed except claim 10.
― Claims 7-9: “contains at least one required means-plus-function claim element
for which the specification provides no corresponding structure.”
 “Such a claim logically cannot be compared to prior art, because an essential claim
element has no discernible meaning. Such a claim is indefinite[.] … In this
situation, the Board should ‘conclude that it could not reach a decision on the
merits with respect to whether petitioner had established the unpatentability of
those claims under sections 102 or 103.’ … The Board here properly did just that
for claims 7-9.”

 Note: “Such a necessary rejection of the petitioner's prior-art challenge rests on a
deficiency of the patentee's making, not the petitioner's. We have accordingly
held, and here reiterate, that ‘in cases in which the Board cannot reach a final
decision as to the patentability of certain claims because it cannot ascertain the
scope of those claims with reasonable certainty, the petitioner would not be
estopped by 35 U.S.C. § 315(e) from challenging those claims under sections 102
or 103 in other proceedings.’”
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Prior Art Based Invalidity Analysis May
Be Possible For Indefinite Claim
• Cochlear (con’t)
 FC: Vacate and remand claim 10.

― “Claim 10 is different in a crucial respect. It does not contain a required claim element in means-plus-function
form. …The use of the disjunctive creates three alternative subsets of claim coverage[.]”
― “[C]laim 10, unlike the other means-plus-function claims, also describes a stand-alone alternative to the signal
processing means: a directivity dependent microphone, which is a clear structure for performing the claimed
directivity means. The Board …relied entirely on the presence of the signal-processing-means alternatives in the
claim to deem a prior-art analysis impossible. …That was error.”
― “Samsung establishes that indefiniteness of a claim does not always imply inability to conduct a prior-art analysis
needed for an inter partes review. …Here, even if claim 10 is indefinite, such a conclusion would not imply that it
is incapable of being compared to prior art to determine if one of its alternatives is anticipated or would have
been obvious on the grounds asserted.”
― “The Board should consider on remand whether the directivity-dependent-microphone alternative is outside the
scope of § 112, ¶6, because it recites a structure (the directivity dependent microphone) that sufficiently
corresponds to the claimed directivity means. …The Board also should consider whether any asserted prior-art
challenges render the directivity-dependent-microphone alternative within claim 10 unpatentable, if considered
on its own, and whether, if so, claim 10 as a whole is unpatentable on that ground.”
― “We emphasize that we go no farther in vacating and remanding with respect to claim 10 than to hold that a
prior-art analysis is not made impossible, in the context of the ‘and/or’ claim at issue, by the impossibility of such
an analysis as to other alternatives in such a disjunctive formulation.”
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Does Functional Claiming Language Provide a
Path for Life Science Claims Struggling With
§112 Indefiniteness ?
• Nevro Corp. v. Boston Scientific, 955 F.3d 35 (Fed. Cir. 2020)
• Claim limitation at issue: “paresthesia-free”
• DC: granted summary judgment system and device claims indefinite but
not method claims.
― System and device claims “depended upon the effect of the system on a
patient, and not a parameter of the system or device itself and therefore, ‘a
skilled artisan cannot identify the bounds of these claims with reasonable
certainty.’”
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Does Functional Claiming Language Provide a
Path for Life Science Claims Struggling With
§112 Indefiniteness ?
• Nevro (con’t)
• FC: Vacate and remand.
― “It is undisputed that ‘paresthesia,’ as used in the asserted patents, means ‘a
sensation usually described as tingling, pins and needles, and numbness…It is
also undisputed that ‘a skilled artisan would be able to quickly determine
whether a signal creates paresthesia for any given patient.’ …In nonetheless
holding indefinite the asserted ‘paresthesia-free’ system and device claims,
the district court applied the wrong legal standard. The test for indefiniteness
is not whether infringement of the claim must be determined on a case-bycase basis. Instead, it is simply whether a claim ‘inform[s] those skilled in the
art about the scope of the invention with reasonable certainty.’ Nautilus, 572
U.S. at 910. We conclude that both the ‘paresthesia-free’ method claims and
the ‘paresthesia-free’ system and device claims satisfy this standard.”
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Does Functional Claiming Language Provide a
Path for Life Science Claims Struggling With
§112 Indefiniteness ?
•

Nevro (con’t)
•

FC: Vacate and remand.

― “’Paresthesia-free’ is a functional term, defined by what it does rather than what it is. But that does not inherently
render it indefinite. …In fact, we have held that functional language can ‘promote[] definiteness because it helps
bound the scope of the claims by specifying the operations that the [claimed invention] must undertake.’ … When a
claim limitation is defined in ‘purely functional terms,’ a determination of whether the limitation is sufficiently definite
is ‘highly dependent on context (e.g., the disclosure in the specification and the knowledge of a person of ordinary skill
in the relevant art area).’ …We have held that the ambiguity inherent in functional terms may be resolved where the
patent ‘provides a general guideline and examples sufficient to enable a person of ordinary skill in the art to determine
the scope of the claims.’ Enzo Biochem. Inc. v. Applera Corp., 599 F.3d 1325, 1335 (Fed. Cir. 2010).”
― “[T]he patents provide reasonable certainty about the claimed inventions' scope by giving detailed guidance and
examples of systems and devices that generate and deliver paresthesia-free signals with high frequency, low
amplitude, and other parameters. …. That a given signal will eliminate paresthesia in some patients, but not others,
does not render the claims indefinite.”
― “Definiteness does not require that a potential infringer be able to determine ex ante if a particular act infringes the
claims. …Our decisions in Halliburton and Geneva do not hold otherwise. In Halliburton, we held claims reciting the
term ‘fragile gel’ indefinite not because infringement could only be determined after use, but because infringement
could not be determined at any time. 514 F.3d at 1254-56. That is not the case here, as ‘a skilled artisan would be able
to quickly determine whether a signal creates paresthesia for any given patient.’ …And in Geneva, we held that ‘[t]he
fact that the same dosage amount does not yield synergy under other circumstances is irrelevant" and does not alone
render the term "synergistically effective amount’ indefinite. 349 F.3d at 1384.”
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Does Functional Claiming Language Provide a
Path for Life Science Claims Struggling With
§112 Indefiniteness ?
• Galderma S.A. v. Medy-Tox, Inc., PGR2019-00062, Paper 14 (March 19, 2020)
• Claim 1. A method for treating a condition in a patient in need thereof,
comprising:
•
•

•
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locally administering a therapeutically effective amount of a botulinum toxin
composition that does not comprise an animal-derived product or recombinant
human albumin;
whereby the botulinum toxin composition exhibits a longer lasting effect in the
patient when compared to treatment of the same condition with a botulinum toxin
composition that contains an animal-derived product or recombinant human
albumin dosed at a comparable amount and administered in the same manner and
to the same location(s) as that of the botulinum toxin composition that does not
comprise an animal-derived product or recombinant human albumin,
wherein the condition is selected from the group consisting of glabellar lines,
marionette lines, brow furrows, lateral canthal lines, and any combination thereof.

Does Functional Claiming Language Provide a
Path for Life Science Claims Struggling With
§112 Indefiniteness ?
• Galderma (con’t)
• PTAB: IPR instituted. (Note: also example of one ground pulling in others postSAS).
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•

“Although the claims define ‘longer lasting effect’ to require a comparison of
compositions having the same toxin with and without animal protein for
‘treatment of the same condition . . . dosed at a comparable amount and
administered in the same manner and to the same location(s),’ the methodology
for making such a comparison is not clear from either the claim language or the
specification.”

•

“We find that it is appropriate to take into account the ’728 patent’s and Patent
Owner’s own acknowledgement that some of the assessment techniques
described in the specification caused the administration of MT10109 and
MT10109L to fall within the claim scope, while other assessment techniques
resulted in those same compositions falling outside the claim scope. This is a
hallmark of indefiniteness.”

Preparing Strong Patent Claims
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•

Consider including definitions in specification!
 Put yourself in shoes of a judge who is ignorant of the relevant technology and of
patent law.

•

Words of degree and relative terms can be risky and require special attention.
 Substantially
 Essentially
 Virtually
 Faster
 Stronger
 More stable

•

Beware of ranges without end points at both ends.

•

What if the language is in a granted claim and then the patentee adds a dependent claim –
does the dependent claim potentially become indefinite based on language that would be
considered definite in the parent claim?

•

Can anyone say “Jedi Master Mixer”….

Preparing Strong Patent Claims
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•

Define and consistently use claim terms.

•

Test by analyzing “design around” possibilities from viewpoint of a single infringer.

•

Determine necessity of each term.

•

Identify where each term is defined in specification.

•

Identify ambiguity and eliminate it!

•

Ascertain whether an infringer could “misconstrue” the applicant’s intended meaning of any
term.

•

Consider what would be clear to one skilled in the art “at the time the patent was filed”

•

Watch out for multiple ways to measure (also for enforcement!)

Strategies For Avoiding/Overcoming
§112(b) Rejections
• Focus arguments on clarity and “reasonable
certainty” under 35 U.S.C. §112(b).

• Push back - breadth alone is not indefiniteness.
• Consider expert declaration.
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Thank you.
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